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REMARKS 

Claims 1, 2, 5-8 and 26-38 were examined. In the instant Final Office Action the 
Examiner has maintained the following rejections, which are set forth by number in the order 
they are addressed herein: 

1) Claims 1 , 2, 5, 6, 26-33, 35, 36 and 38 stand rejection under 35 USC § 1 12, first 
paragraph, as allegedly lacking enablement; 

2) Claims 1 stands rejected under 35 USC § 1 12, second paragraph, as allegedly 
being indefinite; and 

3) Claims 2-6 and 26-36 stand rejected under 35 USC § 102(a), as allegedly 
anticipated by Leonard et al, Arch Gen Psych, 59:1085-1096, 2002 (Leonard). 

Applicants thank the Examiner for indicating that Claims 7, 8 and 37 are allowable. 
Even so, Applicants hereby amend Claims 1, 2, 8, 26 and 38, and cancel Claims 7 and 27-34, in 
order to fiirther the prosecution of the present application and Applicants' business interests, yet 
without acquiescing to the Examiner's arguments. Applicants reserve the right to prosecute the 
original, similar, or broader claims in one or more future application(s). The amendments do not 
introduce new matter. 

Applicants believe that U.S. Application No. 08/956,5 1 8, filed on October 23, 1 997, 
provided support for multiple claims, such as original independent Claims 1,9, 16 and 22. 
Nonetheless, during prosecution of the instant application. Applicants amended the claims to 
read upon methods for identifying individuals predisposed to schizophrenia, comprising 
detecting the presence of a polymorphism in the core promoter region of an a7 allele, wherein 
the polymorphism contributes to reduced transcription and/or comprises a -86 C to T 
substitution. Accordingly, Applicants hereby rescind their priority claim to U.S. Application No. 
08/956,5 1 8, filed on October 23, 1 997, and hereby amend the Specification by deletion of the 
priority claim. This is consistent with the Examiner's position that the claims "related to specific 
polymorphisms in the promoter region only merit the priority date of the instant application," 
which is November 26, 2003 (OflTice Action dated June 6, 2006, page 2). The Office's standard 
operating procedures permit cancellation of benefit claims in this manner. Specifically the 
Office teaches that as "a result of the 20-year patent term, it is expected, in certain 
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circumstances, that applicants may cancel their claim to priority by amending the specification or 
submitting a new application data sheet (no supplemental declaration is necessary) to delete any 
references to prior applications (MPEP 201 . 1 1 III G). 

1) The Claims Are Enabled 

The Examiner has rejected Claims 1, 2, 5, 6, 26-33, 35, 36 and 38 under 35 USC § 1 12, 
first paragr^h, as allegedly lacking enablement. In particular the Examiner states 

the specification, while being enabling for a method of identi^ing individuals 
with increased likelihood of having schizophrenia comprising providing a nucleic 
acid from a human subject, detecting the presence of a -86 C to T substitution in 
relation to the start codon of said alpha 7 allele beginning at residue 270 of SEQ 
ID NO: 125, does not reasonably provide enablement for detecting the presence of 
at least one polymorphism witMn a core promoter region corresponding to SEQ 
ID NO: 1 25 of said alpha 7 allele wherein said at least one polymorphism 
contributes to reduced transcription. Furthermore, the specification does not 
reasonably provide enablement for the use of any of the other variants as 
indicators that a human subject is predisposed to schizophrenia (Final Office 
Action, page 3). 

Applicants respectfully disagree that the claims lack enablement. 

Nonetheless Applicants hereby amend Claims 1, 2, 8, 26 and 38, and cancel Claims 7 and 
27-34, in order to further the prosecution of the present application and Applicants' business 
interests, yet without acquiescing to the Examiner's arguments, and while reserving the right to 
prosecute the original, similar, or broader claims in one or more future application(s). In 
particular. Applicants have amended Claim 1 to recite '"" and d) providing a diagnosis of 
schizophrenia to said subject based on the presence of said at least one polymorphism and a 
physician interview ." Support for the amendment of Claim 1 can be found for instance in Claim 
7, now canceled. Specifically, elements of allowable Claim 7 have been imported into amended 
Claim 1, which should thereby cause Claim 1 to be allowable. In addition. Applicants have 
amended Claims 2 and 26 to recite 'Svherein said at least one polymorphism comprises a -86 C 
to T substitution in relation to a start codon of said a7 allele beginning at residue 270 of SEQ ID 
NO: 125." Lastly, Applicants have changed the dependency of Claims 8 and 38. 

Thus, independent Claims 1 and 26 are now directed to the embodiments of previous 
Claims 7 and 34, which were not subject to the instant enablement rejection. As such Applicants 
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contend that the pending claims are enabled, and respectfully request that this rejection be 
withdrawn. 

2) The Claims Are Definite 

The Examiner has rejected Claim 1 under 35 USC § 1 12, second paragraph, as allegedly 
being indefinite. The Examiner indicates that there is some coniusion construing the meaning of 
step b): 

Does it mean that "said alpha-7 allele" comprises SEQ ID NO: 125? Or does it 
mean detecting the presence of at least one polymorphism within a core promoter 
region of said alpha-7 allele corresponding to SEQ ID NO:125? (Final Office 
Action, page 7). 

Applicants respectfully disagree that the claims are indefinite. 

Nonetheless, Applicants have amended Claim 1 in order to further the prosecution of the 
present application and Applicants' business interests, yet without acquiescing to the Examiner's 
arguments, and while reserving the right to prosecute the original, similar, or broader claims in 
one or more future application(s). In particular Applicants have amended Claim 1 to recite 
"detecting the presence of at least one polymorphism within a core promoter region of said a1 
allele, wherein said core promoter region corresponds to SEO ID NO: 125." ' Support for this 
amendment can be found for example in Figure 12B showing the core promoter region for the 
CHRNA7 gene set forth as SEQ ID NO: 125, with arrows depicting the locations of 
polymorphisms identified during development of the present invention. 

As the pending claims are definite. Applicants respectfully request that this rejection be 
withdrawn. 

3) Leonard Is Not Prior Art 

The Exammer has rejected Claims 2-6 and 26-36 under 35 USC § 102(a), as allegedly 
anticipated by Leonard et al., Arch Gen Psych, 59:1085-1096, 2002 (Leonard). The Examiner 
states that 

Applicant argues'that Leonard et al. is not prior art and further indicates that the 
amendment of 12/1 1/06 is accompanied by a ''Leonard declaration." The 
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Examiner notes that no such declaration is evident in the file. Moreover, there are 
many authors on the publication of Leonard et al. and only two (Leonard and RECEIVED 
Freedman) are Usted as inventors herein. ... It is suggested that applicant CENTRAL FAX CENTER 
resubmit a Katz declaration to obviate the rejection (Final Office Action, page 8). 

SEP 2 6 2007 

As suggested by the Examiner, Applicants hereby provide the Office with a Katz-type 
Declaration (attached at Tab 1) from inventors Leonard and Freedman. The new Katz-type 
Declaration is provided as evidence that the Leonard publication describes Applicants' work. 
Since Leonard is not prior art. Applicants respectfully submit that this reference does not 
anticipate (or make obvious) the pending claims. 

CONCLUSION 

Applicants beheve the amendments and arguments set forth above traverse the 
Examiner's rejections and, therefore request that a timely Notice of Allowance be issued in this 
case. However, should the Examiner believe that a telephone interview would aid in the 
prosecution of this application. Applicants encourage the Examiner to call the undersigned 
collect. 



Dated: September 26. 2007 By: 



Christine A. Lekutis 
Registration No. 51,934 

Medlen & Carroll, LLP 
101 Howard Street, Suite 350 
San Francisco, California 941 05 
415.904.6500 



-9- 

PACE 1(W12 ' RCVD AT W26/2007 7:02:58 PM (Eastern Daylight Time] « 8VR:USPTO-EFXRF-5<14 * ONIS:27a8300 * C6ID:415 904 6510 • DURATION <min-SS):02-12 



